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DETAILED ACTION 

1. The indicated allowability of claims 1-2, 5-8, 10-19, 22-31, 34-37, 39-43,45-47,50-53,55- 
58, 61-73, 87-8993-97, 125, 153, and 164 are withdrawn in view of the newly discovered 
reference(s) to Volz (5,755,743). Rejections based on the newly cited reference(s) follow. 

Claim Objections 

2. Claim 26 objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claim 26 is dependent on claim 26. 

Claim Rejections - 35 USC § 112 

3. Claims 93:95 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 93-95 recite the limitation "the curved portion of the second segment" in lines 1- 
2. There is insufficient antecedent basis for this limitation in the claims. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 1-2, 5, 8, 10-12, 15, 18-19, 22, 25, 28-29, 34, 37, 39-40, 46-47, 50, 53, 55, 58, 61, 
65, 68, 71, 87-89, 93, 96-97, 125, 153, and 164 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Volz (5,755,743). 

Regarding claims 1, 28, 46, and 164, Volz shows a housing having a curved portion 
(bottom) comprising a first segment (top portion) and a second segment (bottom portion), each 
segment having an insulating plate (26, 16) at an end thereof, and a conductive plate (18, top 
plate of 10) coupled to the insulating plate (26, 16), wherein the conductive plate of the first 
segment is coupled to the conductive plate of the second segment, and cardioversion 
defibrillation circuitry or an electrical circuit (1 1) located within the housing (Fig. 1). 

Although Volz fails to show an electrically conductive surface or electrode disposed on 
the housing, it is well known in the art to provide an electrode on the housing. See for example: 
Adams (5,601,607), Adams et al. (5,531,764), Bardy (5,292,338) & (5,314,430), Hauser et al. 
(5,385,574), and KroU (5,522,853). Therefore, it would have been obvious at the time the 
invention was made to modify the device of Volz to include an electrode disposed on the housing 
since it is well known in the art to do so. 

Assuming arguendo that Volz fails to show a conductive plate for one of bottom segment, 
it is well known to form the pacemaker housing with a top plate. See for example: Boer 
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(4,010,759) (Fig. 4), Comben (4,057,068) (Fig. 1), and Hassler et al. (5,470,345) (Fig. 1) & 
(5,782,891) (Fig. 2). Therefore, it would have been obvious to one with ordinary skill in the art 
at the time the invention was made to form the bottom segment of the Volz device with a 
conductive plate. 

Regarding claims 2, and 47, Volz shows the housing comprises an electrically insulated 
material (16, 26). 

With respect to claims 5, 34 and 50, Volz shows the housing comprises a ceramic 
material (24). 

Regading claims 8, 37, and 53, Volz shows the housing comprises a mixture of ceramic 
materials (24) and metal (10). Although Volz fails to specifically teach the metal is titanium, it 
is well known in the art to utilize titanium in a housing. See for example: Boer (4,010,759) 
Comben (4,057,068) Hassler et al. (5,470,345) (Fig. 1) & (5,782,891), and Hauser (5,385,574). 
Therefore, it would have been obvious to one with ordinary skill in the art at the time the 
invention was made to provide a housing comprising titanium in place of metal since utilization 
of titanium in housings is well known. 

With respect to claim 10, Volz shows at least a portion of the first segment is curved (18) 

(Fig. 1) 

Regarding claim 11, Volz shows at least a portion of the second segment is ciirved (10) 
(Fig. 1). 

With respect to claims 12, and 39-40, shows the curved portion (bottom)of the housing 
comprises a circular arc approximately 1 radians to approximately 180 radians in length. 
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Regarding claim 15, Volz shows the curved portion of the second segment comprises a 
circular arc (Fig. 1). 

With respect to claim 18, Volz shows the second segment of the housing is substantially 
straight (Fig.l). 

Regarding claim 19, Volz shows the first segment of the housing is contiguous with the 
second segment of the housing (Fig. 1) 

With respect to claims 22, 25, 29, 68, and 71, Volz shows the electrical circuit can 
provide cardioversion defibrillation and emits an energy for shocking the patient's heart (Col. 1, 
lines 17-18). 

Regarding claim 46, Volz further shows the housing has a top surface and a bottom 
surface, wherein at least a portion of the bottom surface (10) of the housing is non-planar 
(bottom) (Fig. 1). 

With respect to claim 55, Volz shows the portion of the bottom surface of the housing 
being non-planar comprise a circular arc. 

Regarding claim 58, Volz shows the bottom surface of the housing is substantially 
smooth. 

With respect to claim 61, Volz shows a portion of the top surface (18) of the housing is 
substantially non-planar (top) (Fig. 1) 

Regarding claim 65, Volz shows the top surface of the housing is substantially smooth. 

With respect to claim 87, Volz shows the housing comprises a mixture of conductive (10, 
18) and nonconductive materials (16, 26) and a portion of the housing is curved 
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Regarding claim 88, Volz shows at least a portion of the first segment is curved (18) (Fig. 

1) 

With respect to claim 89, Volz shows at least a portion of the second segment is curved 
(18) (Fig.l). 

Regarding claim 93, Volz shows the curved portion of the second segment comprises a 
circular arc (Fig. 1). 

With respect to claim 96, Volz shows the second segment of the housing is substantially 
straight (Fig.l). 

Regarding claim 97, Volz shows the first segment of the housing is contiguous with the 
second segment of the housing (Fig. 1) 

With respect to claims 125, and 153, Volz further shows the housing comprises a mixture 
of conductive (10, 18) and nonconductive materials (16, 26). 

6. Claims 1-2, 5, 8, 10-12, 15, 18-19, 22, 25-31, 34, 37, 39-40, 43, 45-47, 50, 53, 55, 58, 61- 
62, 65-68, 71-73, 87-89, 93, 96-97, 125, 153, and 164 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Volz (5,755,743) in view of Hauser (5,385,574). 

Regarding claims 1, 28, 46, and 164, Volz shows a housing having a curved portion 
(bottom) comprising a first segment (top portion) and a second segment (bottom portion), each 
segment having an insulating plate (26, 16) at an end thereof, and a conductive plate (18, top 
plate of 10) coupled to the insulafing plate (26, 16), wherein the conductive plate of the first 
segment is coupled to the conductive plate of the second segment, and cardioversion 
defibrillation circuitry or an electrical circuit (11) located within the housing (Fig. 1). 
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Assuming arguendo that Volz fails to show a conductive plate for one of bottom segment, 
it is well known to form the pacemaker housing with a top plate. See for example: Boer 
(4,010,759) (Fig. 4), Comben (4,057,068) (Fig. 1), and Hassler et al. (5,470,345) (Fig. 1) & 
(5,782,891) (Fig. 2). Therefore, it would have been obvious to one with ordinary skill in the art 
at the time the invention was made to form the bottom segment of the Volz device with a 
conductive plate. 

Although Volz fails to show an electrically conductive surface or electrode disposed on 
the housing, attention is directed to Hauser et al. which shows an electrode disposed on the 
housing. Hauser et al. teaches the electrode disposed on the housing is useful for defibrillating 
the heart. Therefore, it would have been obvious at the time the invention was made to modify 
the device of Volz to include an electrode disposed on the housing as Hauser et al teaches since it 
is since it is useful for defibrillating the heart. 

Regarding claims 2 and 47, Hauser et al. shows the housing comprises at least one 
electrically insulated surface (82). 

Regarding claims 2, and 47, Volz shows the housing comprises an electrically insulated 
material (16, 26). 

With respect to claims 5, 34, and 50, Volz shows the housing comprises a ceramic 
material (24). 

With respect to claims 5, 8, 34, 37, 50, and 53, Hauser et al. shows the housing comprises 
a mixture of ceramic and titanium (Col. 6, lines 49-60). 

With respect to claims 10-11, Volz shows at least a portion of the first segment is curved 
(18) and at least a portion of the second segment is curved (10) (Fig. 1). 



Application/Control Number: 09/940,37 1 Page 8 

Art Unit: 3762 

With respect to claims 12, and 39-40, Volz shows the curved portion of the housing 
comprises a circular arc approximately 1 radians to approximately 180 radians in length (Fig. 1). 

Regarding claims 12, 39-40, 55, and 62, Hauser et al. shows the curved portion (the 
edges) of the housing comprises a circular arc approximately 1 radians to 180 radians in length 
(Fig. 11). 

With respect to claim 18, Volz shows the second segment of the housing is substantially 
straight (Fig.l). 

Regarding claim 19, Volz shows the first segment of the housing is contiguous with the 
second segment of the housing (Fig. 1). 

With respect to claim 18, Hauser et al. shows the second segment of the housing is 
substantially straight (Figs.8, 11). 

Regarding claim 19, Hauser et al. shows the first segment of the housing is contiguous 
with the second segment of the housing (Figs. 8, 1 1). 

With respect to claims 22, 25, 29, 68, and 71, Volz shows the electrical circuit can 
provide cardioversion defibrillation and emits an energy for shocking the patient's heart (Col. 1, 
lines 17-18). 

With respect to claims 22, 25, 29, 68, and 71, Hauser et al. shows the electrical circuit 
can provide cardioversion defibrillation (Abs) and the electrically conductive surface (electrode) 
(14, 14', 52, 62, 64, 66, 80) can emit energy for shocking the patient's heart (Col. 2, lines 29-34). 

Regarding claims 26-27, 30-31, and 72-73, Hauser et al.. shows the , electrically 
conductive surface can receive sensory information (Col. 7, lines 9-15). 
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With respect to claim 28, Hauser et al shows the at least one electrode (62, 64) is 
integrally disposed in the at least one curved portion of the housing such that the at least one 
electrode is maintained in a predetermined relationship subcutaneously over the patient's ribs 
and cardioversion defibrillation circuitry located v^ithin the housing and coupled to the at least 
one electrode (Figs. 8, 11). 

Regarding claim 43, Hauser et al. shows the predetermined relationship is with respect to 
the patient's heart. 

With respect to claim 45, Hauser et al. shows the circuitry provides waveform cardiac 
pacing for a patient's heart (Col. 5, lines 27-32). 

Regarding claim 46, Hauser et al. shows a housing having a top surface and a bottom 
surface, wherein at least a portion of the bottom surface is non-planar (the edges) and wherein 
the electrode can provide an effective electric field for myocardial cardioversion and 
defibrillation (Col. 2, lines 29-34). 

Regarding claim 46, Volz fiirther shows the housing has a top surface and a bottom 
surface, wherein at least a portion of the bottom surface (10) of the housing is non-planar 
(bottom) (Fig. 1). 

With respect to claim 55, Volz shows the portion of the bottom surface of the housing 
being non-planar comprise a circular arc. 

With respect to claims 58, and 65, Hauser et al. shows the bottom surface and top surface 
of the housing are substantially smooth (Fig. 11). 

Regarding claim 61, Hauser et al. shows a portion of the top surface of the housing is 
substantially non-planar (the edges) (Fig. 1 1). 
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With respect to claim 61, Volz shows a portion of the top surface (18) of the housing is 
substantially non-planar (top) (Fig. 1). 

Regarding claim 65, Volz shows the top surface of the housing is substantially smooth. 

With respect to claim 66, Hauser et al. shows the bottom surface (surface that faces the 
heart) further comprises a proximal end and a distal end, wherein an electrode (62) is integrally 
positioned at the proximal end (left) of the bottom surface (Fig. 11). 

Regarding claim 67, Hauser et al shows a second electrode (64) is integrally positioned 
at the distal end (right) of the bottom surface (Fig. 1 1). 

With respect to claim 87, Volz shows the housing comprises a mixture of conductive (10, 
18) and nonconductive materials (16, 26) and a portion of the housing is curved 

Regarding claim 88, Volz shows at least a portion of the first segment is curved (18) (Fig. 

1). 

With respect to claim 89, Volz shows at least a portion of the second segment is curved 
(18) (Fig.l). 

Regarding claim 93, Volz shows the curved portion of the second segment comprises a 
circular arc (Fig. 1). 

With respect to claim 96, Volz shows the second segment of the housing is substantially 
straight (Fig.l). 

Regarding claim 97, Volz shows the first segment of the housing is contiguous with the 
second segment of the housing (Fig. 1). 

With respect to claims 125, and 153, Volz further shows the housing comprises a mixture 
of conductive (10, 18) and nonconductive materials (16, 26). 
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7. Claims 6-7, 35-36, and 51-52 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Volz (5,755,743) as applied to claims 5, 34, and 50, above and further in view of Mech et 
al. (2002/0120296). Volz discloses the claimed invention except for specifically showing the 
type of ceramic used. Mech et al. teaches that implantable medical devices are typically made of 
ceramics including zirconia, stabilized zirconia, partially stabihzed zirconia, tetragonal zirconia, 
magnesia stabilized zirconia, ceria stabilized zirconia, yttria stabilized zirconia, and calcia 
stabilized zirconia (Para. 0003). Therefore, it would have been obvious to one with ordinary 
skill in the art at the time the invention was made to utilize zirconia, partially stabilized zirconia 
or stabilized zirconia for the ceramic of Volz since it is typically used for constructing 
implantable medical devices. 

8. Claims 6-7, 35-36, and 51-52 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Volz (5,755,743) in view of Hauser et al. (5,385,574) as applied to claims 5, 34, and 50, 
above and further in view of Mech et al. (2002/0120296). Volz discloses the claimed invention 
except for specifically showing the type of ceramic used, Mech et al. teaches that implantable 
medical devices are typically made of ceramics including zirconia, stabilized zirconia, partially 
stabilized zirconia, tetragonal zirconia, magnesia stabilized zirconia, ceria stabilized zirconia, 
yttria stabilized zirconia, and calcia stabilized zirconia (Para. 0003). Therefore, it would have . 
been obvious to one with ordinary skill in the art at the time the invention was made to utilize 
zirconia, partially stabilized zirconia or stabilized zirconia for the ceramic of Volz since it is 
typically used for constructing implantable medical devices. 

9. Claims 13-14, 15-17, 41-42, 56-57, 62-64, and 94-95 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Volz (5,755,743). Volz discloses the claimed invention except for 
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the curved portion, the curved portion of the first segment, the curved portion of the second 
segment, the non-planar bottom surface, or the non-planar top surface comprising an elliptical 
curve or a nonsymmetrical arc. It would have been an obvious design choice to one with 
ordinary skill in the art at the time the invention was made to modify the curved portion, non- 
planar bottom surface, or non-planar top surface as taught by Volz. with an elliptical curve or 
nonsymmetric arc, since applicant has not disclosed that these particular types of curves provide 
any criticality and /or unexpected results and it appears that the invention would perform equally 
well with any curve such as the curve taught by Volz for forming the edge of the curved portion, 
the curved portion of the first segment, the curved portion of the second segment, the non-planar 
bottom surface, or the non-planar top surface. 

10. Claims 13-14, 15-17, 41-42, 56-57, 62-64, and 94-95 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Volz (5,755,743) in view of Hauser et al. (5,385,574). Volz and 
Hauser et al. disclose the claimed invention except for the curved portion, the curved portion of 
the first segment, the curved portion of the second segment, the non-planar bottom surface, or the 
non-planar top surface comprising an elliptical curve or a nonsymmetrical arc. It would have 
been an obvious design choice to one with ordinary skill in the art at the time the invention was 
made to modify the curved portion, non-planar bottom surface, or non-planar top surface as 
taught by Volz.and Hauser et al. with an elliptical curve or nonsymmetric arc, since applicant has 
not disclosed that these particular types of curves provide any criticality and /or unexpected 
results and it appears that the invention would perform equally well with any curve such as the 
curve taught by Volz and Hauser et al. for forming the edge of the curved portion, the curved 
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portion of the first segment, the curved portion of the second segment, the non-planar bottom 
surface, or the non-planar top surface, 

1 1 . Claims 23-24, 45, and 69-70 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Volz (5,755,743) as appHed to claims 1, 22, 28, 46, and 68, above and further in view of 
Mower (5,871,506). Volz discloses the claimed invention except for setting forth the specific 
waveforms utilized in cardiac pacing. Mower teaches using biphasic waveforms for cardiac 
pacing in order to improve cardiac conduction and contraction (Col. 2, lines 42-53). Therefore, 
it would have been obvious to one with ordinary skill in the art at the time the invention was 
made to apply monophasic, biphasic pacing pulses as Mower teaches with the device of Volz. 
since they are well known in the art and the application of biphasic pulses provides the advantage 
of improving cardiac conduction and contraction. 

12. Claims 23-24, 45, and 69-70 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Volz (5,755,743) in view of Hauser et al. (5,385,574). as applied to claims 1, 22, 28, 46, 
and 68, above and ftirther in view of Mower (5,871,506). Volz and Hauser et al. disclose the 
claimed invention except for setting forth the specific waveforms utilized in cardiac pacing. 
Mower teaches using biphasic waveforms for cardiac pacing in order to improve cardiac 
conduction and contraction (Col. 2, lines 42-53). Therefore, it would have been obvious to one 
with ordinary skill in the art at the time the invention was made to apply monophasic, biphasic 
pacing pulses as Mower teaches with the device of Volz and Hauser et al. since they are well 
known in the art and the application of biphasic pulses provides the advantage of improving 
cardiac conduction and contraction. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kristen Mullen whose telephone number is (571) 272-4944. The 
examiner can normally be reached on 10:30 am-6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Liformation regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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